SOY TE TP HO CHi MINH CONG HOA XA HQI CHU NGHIA VIET NAM
Doc 1ap - Tu do - Hanh phuc

THONG TIN

Ho so cong bo tiéu chuan ap dung cia thiét bj y té thudc loai B

S6 cong bd: 260001007/PCBB-HCM
Ngay cong bo: 10/04/2026

1. Tén co s& cong bé: CONG TY TNHH TRANG THIET Bl Y TE - KHOA
HOQC KY THUAT MINH DUY

2. Pia chi: 12/53 Cu x4 Lit Gia, Phuong Phti Tho, Thanh phd H6 Chi Minh
3. S6 vin ban cua co so: 01/2026/CBLHB.MD Ngay: 07/04/2026

4. Thiét bi y té thudc loai B

Tén thiét bi y té: Hé thong khi y té

Tén thuong mai (néu co):

M3 Global Medical Device Nomenclature —- GMDN (néu co):

Chung loai: Theo phu luc

M3 san pham (néu co):

Theo phu luc

Quy cach dong goi:

Muc dich sir dung: Hé thong khi y té bao gobm bdn oxy 1ong y ‘gé, hé th(‘)ngv
méy 1}én kl}i trung tam, bao dC)ng, hop van vung, van bi, hdp dau giuong, 6 khi
y t€, 6ng dong y t&, luu lugng ke, bo diéu chinh luu lugng khi hut dich, binh
hut dich,... két hop voi nhau nham muc dich ho trg ho hﬁp, gay mé, diéu tri va
hut dich cho bénh nhan, dam bao an toan, lién tuc thay thé cho viéc st dung
binh oxy nho 1¢

Tén co sé san xuat: Theo phu luc

Dia chi co s san xuat: Theo phu luc

Tiéu chuan chét luong san pham ap dung: 1SO13485:2016

5. Ddi véi thiét bi y té chtra chat ma tay, tién chét (néu co):

6. Thong tin vé chu so hitu thiét bi y té:
Tén chu so hitu: AMCAREMED TECHNOLOGY CO., LIMITED

bia chi chu s¢ hitu: Building 30, SuDa Tiangong Science Park, Chuzhou,
Anhui Province, CHINA



7. Thong tin vé co s& bao hanh (néu co):

Tén co sé: Cong ty TNHH Trang thiét bi y té - Khoa hoc k¥ thuat Minh Duy
Pia chi: 12/53 Cu x4 Lit Gia, Phuong Phti Tho, Thanh phé Ho Chi Minh
Dién thoai ¢ dinh: 028.38666670 Dién thoai di dong: 028.38666670

8. S6 cong bd du diu kién san xuit ddi voi thiét bi y té san xuét trong nudc:
9. Thanh phan hd so:

1 | Van ban cong bd tiéu chudn ap dung cua thiét bi y té thudc loai B. X
2 | Gidy chimg nhén dat tiéu chuan quan 1y chét luong ISO 13485 X
3 | Gidy ty quyén cta chi s hitu thiét bi y té X
4 | Gidy x4c nhan du diéu kién bao hanh X
5 | Tailiéu mo ta tom tat k¥ thuat thiét bi y € bang tieng Viét, kém theo | ¢

tai liéu k¥ thuat mo ta chirc nang, thong s6 k¥ thuat cta thiét bi y té
do chu s¢ hiru thiét bi y t€ ban hanh.

6 | Gidy chirmg nhan hop chuan hoic ban tiéu chuan ma chu s hitu thiét |
bi y t& cong bo ap dung




PHU LUC: BANG KE CHI TIET TRANG THIET BI Y TE

STT

Tén thiét bi y té

Chung loai

M3 san phim
(Neéu co)

Quy cach
dong goi
(Néu cé)

Tén co sé
san xuat

Dia chi co so
san xuat

Nuwde san xuat

Heé thong khi y té

SMAO02D,
SMAO3D,
SMAOS5D,
SMAI10D,
SMA15D,
SMA22D,
SMAI0T,
SMAI15T,
SMA22T,
SMA15Q,
SMA22Q,
PMAO3D,
PMAO5D,
PMAO7D,
PMA10D,
PMAI15D,
PMAO7T,
PMAI10T,
PMAIST,
PMAO7Q,
PMA10Q,
PMA15Q,
UDS-10C,

AMCAREME
D
TECHNOLOG
Y CO,,
LIMITED

Building 30,
SuDa Tiangong
Science Park,
Chuzhou, Anhui
Province

CHINA

Béao dong

AM-MA,
AM-AR3,
AM-AR2

AMCAREME
D
TECHNOLOG
Y CO.,

Building 30,
SuDa Tiangong
Science Park,
Chuzhou, Anhui

CHINA




Ma san pham

Quy cach

Tén co sé

Dia chi co s&

STT| Tén thiét biy té Chung loai (Néu c6) ((ilgglgl f((’)))l san xut san xult Nudc san xuat
LIMITED Province
ZV-X,
RN AMCAREME | Building 30,
Hop van vin ZV—XXX’X ZV-X, ZV-XX, ZV-XXX, D SuDa Tiangong
3 P & ZV-XXXX,X ZV-XXXX, ZV-XXXXX, TECHNOLOG | Science Park, CHINA
ZV—XXXXX’X ZV-XXXXXX, AM-ZV Y CO., Chuzhou, Anhui
AM-7V LIMITED Province
BV-15,
BV-22,
BV-28, AMCAREME | Building 30,
Van bi BV-35, D SuDa Tiangong
4 BV-42, TECHNOLOG | Science Park, CHINA
BV-54, Y CO,, Chuzhou, Anhui
BV-76, LIMITED Province
BV-108
NTC100,
NTC200,
NTC300, AMCAREME | Building 30,
Hoo diu sivsn NTC500, D SuDa Tiangong
5 | TP CAuSIIoNg - INTC600, TECHNOLOG |Science Park, [ CHINA
NTC601, Y CO., Chuzhou, Anhui
NTC602, LIMITED Province
NTC800
CIG-WAL- AMCAREME | Building 30,
Y khi v té OXY/MA4/MAT/VAC/N2 D SuDa Tiangong
6 O khiyteé CHINA
O/CO2/AGSS/N2, TECHNOLOG | Science Park, N
CIG-CON- Y CO,, Chuzhou, Anhui




STT

Tén thiét biy té

Ching loai

M3 san phim
(Néu co)

Quy cach
dong goi
(Néu co)

Tén co sé
san xuat

Dia chi co s&
san xuat

Nuwdce san xuat

OXY/MA4/MAT7/VAC/N2
O/CO2/AGSS/N2,
DN-WAL-
OXY/MA4/MA7/VAC/N2
O/CO2/AGSS/N2,
DN-CON-
OXY/MA4/MAT/VAC/N2
O/CO2/AGSS/N2,
DIN-WA
OXY/MA4/MA7/VAC/N2
O/CO2/AGSS/N2,
DIN-CON-
OXY/MA4/MA7/VAC/N2
O/CO2/AGSS/N2,
BS-WAL-
OXY/MA4/MAT7/VAC/N2
O/CO2/AGSS/N2,
BS-CON-
OXY/MA4/MA7/VAC/N2
O/CO2/AGSS/N2,
FS-WAL-
OXY/MA4/MAT7/VAC/N2
O/CO2/AGSS/N2,
FS-CON-
OXY/MA4/MA7/VAC/N2
O/CO2/AGSS/N2,
JIS-WAL-
OXY/MA4/MAT7/VAC/N2
O/CO2/AGSS/N2,
JIS-CON-
OXY/MA4/MA7/VAC/N2
O/CO2/AGSS/N2,
CH-WAL-

LIMITED

Province




STT

Tén thiét biy té

Ching loai

M3 san phim
(Néu co)

Quy cach
dong goi
(Néu co)

Tén co sé
san xuat

Dia chi co s&
san xuat

Nuwdce san xuat

OXY/MA4/MAT/VAC/N2
O/CO2/AGSS/N2,
CH-CON-
OXY/MA4/MA7/VAC/N2
O/CO2/AGSS/N2,
DS-WAL-
OXY/MA4/MA7/VAC/N2
O/CO2/AGSS/N2,
DS-CON-
OXY/MA4/MAT7/VAC/N2
O/CO2/AGSS/N2,
OH-WAL-
OXY/MA4/MA7/VAC/N2
O/CO2/AGSS/N2,
OH-CON-
OXY/MA4/MAT7/VAC/N2
O/CO2/AGSS/N2,
AGSS-WAL,

AGSS-WALI

AGSS-CON,
AM-AGS-WAL,
AM-AGS-CON

Ong dong y té

CP-12,
CP-15,
CP-22,
CP-28,
CP-35,
CP-42,
CP-54,
CP-67,
CP-76,
CP-108

AMCAREME
D
TECHNOLOG
Y CO,,
LIMITED

Building 30,
SuDa Tiangong
Science Park,
Chuzhou, Anhui
Province

CHINA




Ma san pham

Quy cach

Tén co sé

Dia chi co s&

STT| Tén thiét biy té Chung loai (Néu c6) dorilg goi san xut san xult Nudc san xuat
(Néu cd)
FH-B-O-15,
FH-D-O-15,
FH-A-O-15, AMCAREME | Building 30,
FH-C-O-15, :
Luu lugng ké FL-DB-O b suba Tiangong
8 ne ; TECHNOLOG |Science Park, | CHINA
FL-DB-OG, .
Y CO.,, Chuzhou, Anhui
FL-DB-OW, LIMITED Provi
FL-DB-OS, rovince
FH-B-O-MRI
AMCAREME | Building 30,
Y , VR-I-W, :
B0 diéu chinh luu VRI-XX D SuDa Tiangong
9 [luong khi hut dich VR-S-A ’ TECHNOLOG | Science Park, CHINA
T Y CO., Chuzhou, Anhui
LIMITED Province
AMCAREME | Building 30,
SI-IL, D SuDa Tiangong
1o | Binhhit dich o TECHNOLOG |Science Park, | CHINA
) Y CO,, Chuzhou, Anhui
LIMITED Province
LOT-5/0.8, LOT-10/0.8,
LOT-15/0.8, LOT-20/0.8, AMCAREME | Building 30,
A . X LOT-30/0.8, LOT-50/0.8, D SuDa Tiangong
11 |BOnOxylongy e | LOT-0.5/1.6 LOT-5/1.6, LOT-10/1.6, TECHNOLOG |Science Park, | CHINA
LOT-15/1.6, LOT-20/1.6, Y CO., Chuzhou, Anhui
LOT-25/1.6, LOT-30/1.6, LIMITED Province

LOT-50/1.6




